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Applicants: Farmer, et al. 
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For: METHODS FOR THE DIETARY MANAGEMENT OF IRRITABLE 

BOWEL SYNDROME AND CARBOHYDRATE MALABSORPTION 

Office of Initial Patent Examination's 
Filing Receipt Corrections 

Commissioner for Patents 
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REQUEST FOR CORRECTED FILING RECEIPT 

1. Applicants request a Corrected Filing Receipt for the above-mentioned patent application. 
Applicants enclose a copy of the Filing Receipt with the corrections noted thereon in red. 
Issuance of a corrected filing receipt is respectfully requested. 

2. There are errors with respect to the following data, which are: 

O incorrectly entered 

and/or 
^ omitted. 



1. □ 

2. □ 

3. □ 

4. □ 

5. □ 



Error in 

Applicants' name 
Applicants' address 
Title 

Filing Date 
Serial Number 
Domestic Priority Da 



This application is a 371 of PCT/US04/040513 
12/03/2004, which claims benefit of 10/915,030 
08/09/2004, which claims benefit of 60/528,074 
12/05/2003, and is a continuation-in-part of 09/369,016 
08/05/1999, which claims benefit of 60/095,786 
08/07/1998. 



U.S.S.N.: 10/581,781 
Filing Date: April 12, 2007 



Error in 

7. Q Foreign Applications 

8. □ Other 



3. Applicants herewith include a copy of a Response to the January 12, 2009 Office Action 
filed July 13, 2009 correcting the priority for the instant application. 

5. Applicants believe that no fee is due. However, the Commissioner is authorized to 

charge any fees that may be due, or to credit any overpayment, to Deposit Account No. 
50-0311, Ref No. 19374-515 NATL. 



Respectfully submitted. 



Ingrid A. Seattle, Reg. No. 42,306 
Attorney for Applicants 
c/o MiNTZ, Levin 
Tel: (617)542-6000 
Fax: (617)542-2241 

Dated: July 14, 2009 Customer No. 30623 
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CONFIRMATION NO. 5510 
Ingrid A. Beattie FILING RECEIPT 

o:e%nr„ciafce:i:r" iiiiiiiiiijilllilipiiinii 

Boston, MA 02111 

Date Mailed: 11/09/2007 



Receipt is acknowledged of this non-provisional patent application. The application will be taken up for examination 
in due course. Applicant will be notified as to the results of the examination. Any correspondence concerning the 
application must include the following identification information: the U.S. APPLICATION NUMBER, FILING DATE, 
NAME OF APPLICANT, and TITLE OF INVENTION. Fees transmitted by check or draft are subject to collection. 
Please verify the accuracy of the data presented on this receipt. If an error is noted on this Filing Receipt, please 
write to the Office of Initial Patent Examination's Filing Receipt Corrections. Please provide a copy of this 
Filing Receipt with the changes noted thereon. If you received a "Notice to File Missing Parts" for this 
application, please submit any corrections to this Filing Receipt with your reply to the Notice. When the 
USPTO processes the reply to the Notice, the USPTO will generate another Filing Receipt Incorporating the 
requested corrections 
Applicant(s) 

Sean Farmer, Miami Beach, FL; 

Andrew R. Lefkowitz, University Heights, OH; 

Power of Attorney: 

Ingrid Beattie~42306 

Domestic Priority data as claimed by applicant v » • « Vs»««C Ao? WhtiOVi 08M/apo'< 

This application is a 371 of PCT/US04/40513 12/03/2004,u»W«.^ cV^Kvwv^ V>e«e\rteT wi ^ 
which claims benefit of 60/528.074 12/05/2003. Q««a ill a <»'^^*2S?**»SVJ2,T22a ^'^^^^^ 

Foreign Applications « 

If Required, Foreign Filing License Granted: 11/07/2007 
, The country code and number of your priority application, to be used for filing abroad under the Paris Convention, 
is US 10/581,781 

Projected Publication Date: 02/14/2008 

Non-Publlcatlon Request: No 

Early Publication Request: No 
** SMALL ENTITY** 
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Title 

Methods for the Dietary iVlanagement of Irritable Bowel Syndrome and Carbohydrate Malabsorption 
Preliminary Class 
220 

PROTECTING YOUR INVENTION OUTSIDE THE UNITED STATES 

Since the rights granted by a U.S. patent extend only throughout the territory of the United States and have no 
effect in a foreign country, an inventor who wishes patent protection in another country must apply for a patent 
in a specific country or In regional patent offices. Applicants may wish to consider the filing of an international 
application under the Patent Cooperation Treaty (PCT). An international (PCT) application generally has the same 
effect as a regular national patent application in each PCT-member country. The PCT process simplifies the filing 
of patent applications on the same invention in member countries, but does not result in a grant of "an international 
patent" and does not eliminate the need of applicants to file additional documents and fees in countries where patent 
protection is desired. 

Almost every country has its own patent law, and a person desiring a patent in a particular country must make an 
application for patent in that country in accordance with its particular laws. Since the laws of many countries differ 
in various respects from the patent law of the United States, applicants are advised to seek guidance from specific 
foreign countries to ensure that patent rights are not lost prematurely. 

Applicants also are advised that in the case of inventions made in the United States, the Director of the USPTO must 
issue a license before applicants can apply for a patent in a foreign country. The filing of a U.S. patent application 
serves as a request for a foreign filing license. The application's filing receipt contains further information and 
guidance as to the status of applicant's license for foreign filing. 

Applicants may wish to consult the USPTO booklet, "General Information Concerning Patents" (specifically, the 
section entitled "Treaties and Foreign Patents") for more information on timeframes and deadlines for filing foreign 
patent applications. The guide is available either by contacting the USPTO Contact Center at 800-786-9199, or it 
can be viewed on the USPTO website at http://www.uspto.gov/web/offices/pac/doc/generai/index.htmi. 

■ For information on preventing theft of your intellectual property (patents, trademarks and copyrights), you may wish 
to consult the U.S. Government website, http://www.stopfakes.gov. Part of a Department of Commerce initiative, 
this website includes self-help "toolkits" giving innovators guidance on how to protect intellectual property in specific 
countries such as China, Korea and Mexico. For questions regarding patent enforcement issues, applicants may 
call the U.S. Government hotline at 1-866-999-HALT (1-866-999-4158). 

LICENSE FOR FOREIGN FILING UNDER 
Title 35, United States Code, Section 184 
Title 37, Code of Federal Regulations, 5.1 1 & 5.1 5 



The applicant has been granted a license under 35 U.S.C. 184, if the phrase "IF REQUIRED, FOREIGN FILING 
LICENSE GRANTED" followed by a date appears on this form. Such licenses are issued in ail applications where 
the conditions for issuance of a license have been met, regardless of whether or not a license may be required as 
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set forth in 37 CFR 5.15. The scope and limitations of this license are set forth in 37 CFR 5.15(a) unless an earlier 
license has been issued under 37 CFR 5.15(b). The license is subject to revocation upon written notification. The 
date indicated is the effective date of the license, unless an earlier license of similar scope has been granted under 
37 CFR 5.13 or 5.14. 

This license is to be retained by the licensee and may be used at any time on or after the effective date thereof unless 
it is revol<ed. This license is automatically transferred to any related applications(s) filed under 37 CFR 1 .53(d). This 
license is not retroactive. 

The grant of a license does not in any way lessen the responsibility of a licensee for the security of the subject matter 
as imposed by any Government contract or the provisions of existing laws relating to espionage and the national 
security or the export of technical data. Licensees should apprise themselves of current regulations especially with 
respect to certain countries, of other agencies, particularly the Office of Defense Trade Controls, Department of 
State (with respect to Arms, Munitions and Implements of War (22 CFR 121-128)); the Bureau of Industry and 
Security, Department of Commerce (15 CFR parts 730-774); the Office of Foreign AssetsControl, Department of 
Treasury (31 CFR Parts 500+) and the Department of Energy. 

NOT GRANTED 

No license under 35 U.S.C. 184 has been granted at this time, if the phrase "IF REQUIRED, FOREIGN FILING 
LICENSE GRANTED" DOES NOT appear on this form. Applicant may still petition for a license under 37 CFR 5.12, 
if a license is desired before the expiration of 6 months from the filing date of the application. If 6 months has lapsed 
from the filing date of this application and the licensee has not received any indication of a secrecy order under 35 
U.S.C. 181, the licensee may foreign file the application pursuant to 37 CFR 5.15(b). 
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VIA EFS Attorney docket No. 19374-515 NATL 

Pate of Peposit: July 13, 2009 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE SkJ'J/s^ 

Applicant(s): Farmer, a/. CONFIRMATION No. 5510 Jf^ 

Serial No.: 10/581,781 Examiner: Irene Marx 

Filing Date: April 1 2, 2007 Art Unit: 1651 

Title: METHODS FOR THE DIETARY MANAGEMENT OF IRRITABLE 

BOWEL SYNDROME AND CARBOHYDRATE MALABSORPTION 

Mail Stop Amendment 

Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

RESPONSE TO JANUARY 12. 2009 OFFICE ACTION 

This paper is in response to the January 12, 2009 Office Action. Applicants submit 
herewith a Petition for a Three-Month Extension of Time, along with the appropriate fee. With 
the three-month extension, these documents are due on or before July 13, 2009 (July 12, 2009 
being a Sunday). 

Applicants believe no additional fees are due. However, the Commissioner is hereby 
authorized to charge any fees that may be due, or credit any overpayment of same, to Deposit 
Account No. 50-0311, Reference No. 19374-515 NATL. 



Amendments to the Specification begin on page 2. 
Amendments to the Claims begin on page 3. 
Remarks begin on page 4 of this paper. 



Inventor(s): Farmer, et al. 
Serial No.: 10/581,781 



Amendments to the Specification; 

Please amend the Title of the Invention on page 1, line 1 as follows: 

Methods for Increasing Lactose Digestion tho dietary manag e m e nt of irritablo bowel syndrom e 
and carbohydrate malabsorption 

Please amend the following paragraphs beginning on page 1, after the Title of the 
Invention as follows: 

RELATED APPLICATIONS 

This application is a national stage application, filed under 35 U.S.C. §371, of 
International Application No. PCT/US2004/040513, filed on December 3. 2004 February 23, 
3005, which claims the benefit of U.S.S.N. 60/52 8 ,071, filed Docember 5, 2003 and U.S.S.N. 
10/915,030, filed August 9, 2004, which claims the benefit of 60/528,074, filed December 5, 
2003. and is a continuation-in-part of U.S.S.N. 09/369.016. filed August 5. 1999. which claims 
the benefit of 60/095.786. filed August 7. 1998. each feetife of which are incorporated herein by 
reference in their entirety. 
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Inventor(s): Farmer, et al. 
Serial No.: 10/581,781 



Amendments to the Claims 

This listing of claims will replace all prior versions, and listings, of claims in the application. 
Listing of Claims 
1-52. (Canceled). 

53-58. (Canceled). 

59. (Currently amended). A method for increasing lactose digestion in a subject comprising 
the steps of: 

identifying a subject patient suffering from or at risk of developing lactose intolerance, 

and 

administering to said subject patient a composition comprising an effective amount of 
viable Bacillus coagulans bacteria and a supplemental lactase, wherein said bacteria is selected 
from the group consisting of GBI-20 (ATCC Designation Number PTA-6Q85'>. GBI-30 TATCC 
Designation Number PTA-eOSeV and GBI-40 f ATCC Designation Number PTA-6087i 

whereby lactose digestion in said subject is increased following said administration. 

60. (Currently amended). The method of claim 59, wherein the subject pationt is human. 

6 1 . (Original). The method of claim 59, wherein said lactase is provided in a concentration 
from about 1000 lU to about 12,000 lU. 

62. -76. (Canceled). 
77.-79. (Canceled). 
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Inventor(s): Farmer, et al. 
Serial No.: 10/581,781 

REMARKS 

Upon entry of this amendment, claims 59-61 are pending in this application. Claims 53- 
58 and 77-79 have been canceled for being drawn to non-elected invention. Claims 59 and 60 
have been amended. Support for the amendment to claim 59 can be found throughout the 
specification, e.g., at least at page 2, lines 1 1-17; at page 3, lines 10-13; and at page 4, lines 17- 
19 of the specification. Applicants have amended the Title of Invention to clearly identify the 
invention to which the claims are directed, as requested by the Examiner. Applicants have also 
amended the Related Application Section to correct the priority claim of the instant application. 
No new matter is added. 

Objection to the Title 

The Examiner states that a new Title is required that is clearly indicative of the invention 
to which the claims are directed. See, Office Action at page 2. As the claims are directed to 
methods of increasing lactose digestion, the Title of the Invention has been amended to recite, 
"Methods for Increasing Lactose Digestion". This objection should be reconsidered and 
withdrawn. 

Double Patenting 

Claims 59-61 are provisionally rejected on the ground of non-statutory obviousness-type 
double patenting as being unpatentable over claims 1-5, 7, 17-20, and 30-32 of co-pending 
appHcation U.S.S.N. 1 1/985,617. See, Office Action at pages 2-3. 

Applicants disagree. However, in the interest of expediting prosecution of the present 
application, Applicants file herewith a terminal disclaimer in compliance with 37 C.F.R. 
§ 1 .32 1 (c). Withdrawal of this rejection is respectfully requested. 

Reiections Under 35 USC S 103(a) 

Claims 59-61 are rejected under 35 U.S.C. § 103(a) as being unpatentable over 
WO 99/49877 to Farmer taken with U.S. Patent No. 6,410,018 to Eisenhardt ("Eisenhardt"). 
See, Office Action at page 3. 

According to the Examiner, WO 99/49877 describes the probiotic effects of Bacillus 
coagulans, and more specifically, a method of administering Bacillus coagulans to reduce 
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Inventor(s): Farmer, et al. 
Serial No.: 10/581,781 

cholesterol. The Examiner also states that WO 99/4987 describes the addition of a supplemental 
lactase to the composition of Bacillus coagulans. The Examiner further states that Eisenhardt 
describes that the administration of a lactase enzyme is useful for increasing lactose digestion. 
See, Office Action at page 3. The Examiner concludes that the claimed invention as a whole was 
prima facie obvious in view of the cited references. See, Office Action at page 4. 

Independent claim 59, from which the remaining claims depend, has been amended to 
require a method for increasing lactose digestion in a subject by identifying a subject suffering 
from or at risk of developing lactose intolerance, and administering to the subject a composition 
comprising an effective amount of viable Bacillus coagulans bacteria and a supplemental lactase, 
wherein the bacteria is selected from the group consisting of GBI-20 (ATCC Designation 
Number PTA-6085), GBI-30 (ATCC Designation Number PTA-6086), and GBI-40 (ATCC 
Designation Number PTA-6087), whereby lactose digestion in the subject is increased following 
the administration. 

First, neither WO 99/49877, nor Eisenhardt describe or suggest the administration of the 
specific strains of Bacillus coagulans required by the claims, i.e., GBI-20 (ATCC Designation 
Number PTA-6085), GBI-30 (ATCC Designation Number PTA-6086), or GBI-40 (ATCC 
Designation Number PTA-6087). 

Additionally, the notion of the addition of a supplementary enzyme, such as a lactase, 
appears merely once in the entire description of WO 99/49877, among a more extensive list of 
optional additional components. Specifically, WO 99/49877 recites that additional components 
of a therapeutic composition can include assorted colorings or flavorings, vitamins {e.g., vitamins 
B, C, D, E, folic acid, K, niacin, and the like), enzymes {e.g., lactase, amylase, glucanase, 
catalase, and the like), and other nutrients. See, WO 99/49877 at page 22, lines 1-8. 

Applicants respectfully submit that it is an established principle of U.S. patent law that 
the mere fact that a species is listed among a more extensive list of species does not arise to the 
level of a motivation to select one specific member from the recited list for use in the featured 
methodology. M.P.E.P. § 2144.08. In particular, it has been held that rejection of a claimed 
compound in light of a large prior art genus "is not appropriate where the prior art does not 
disclose a small recognizable class of compounds with common properties." C.f, In re 
Ruschig 343 F.2d 965, 974, 145 USPQ 274, 282 (CCPA 1965). (Emphasis added). 
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Inventor(s): Farmer, et al. 
Serial No.: 10/581,781 

Applicants respectfully submit that the ordinary skilled artisan would not have been 
motivated to use the Bacillus coagulans and lactase described by WO 99/49877 for increasing 
lactose digestion, as presently claimed. The mere fact that WO 99/49877 lists "lactase" in a 
more extensive list of additional components does not rise to the level of a motivation to select 
one specific member from the recited list of components for use in the claimed method of 
increasing lactose digestion. In fact, WO 99/49877 does not describe or suggest any methods of 
increasing lactose digestion in a subject suffering from or at risk of developing lactose 
intolerance. 

Moreover, Applicant respectfully submits that the ordinary skilled artisan would not have 
been motivated to combine the teachings of WO 99/49877 with those of Eisenhardt to reach the 
claimed invention with predictable results. Even if the skilled artisan were to rely on WO 
99/49877 for describing a method of administering Bacillus coagulans for its probiotic effects, 
he would not have been motivated to combine the teachings with those of Eisenhardt to arrive at 
the claimed methods of increasing lactose digestion in a subject suffering from or at risk of 
developing lactose intolerance, as Eisenhardt does not even mention the administration of 
probiotic bacteria (and certainly not Bacillus coagulans) for increasing lactose digestion. 

For the foregoing reasons, the claimed methods are non-obvious over the teachings of 
WO 99/49877 and Eisenhardt either alone or in combination. Accordingly, Applicants 
respectfiiUy request that the rejection of the claims under 35 U.S.C. § 103(a) be reconsidered and 
withdrawn. 

Claims 59-61 are rejected under 35 U.S.C. § 103(a) as being unpatentable over Mustapha 
etal, 1997 J. Dairy Sci., 80: 1537-1545 ("Mustapha"), taken with 6,410,018 to Eisenhardt 
("Eisenhardt"), Farmer and Mikhail, 1997 Empower, 5-7 and 42-43, ("Farmer I"), Farmer and 
Mikhail, 1998 Empower 1(3): 8 and 38-41, ("Farmer 11"), and US Patent No. 4,179,335 to Long 
("Long"). See, Office Action at page 4. 

According to the Examiner, Mustapha describes that consumption of Lactobacillus 
increases lactose digestion in patients suffering from or at risk of developing lactose intolerance. 
See, Office Action at page 4. The Examiner states that "it would have been obvious to one 
having ordinary skill in the art at the time the claimed invention was made to modify the process 
of increasing lactose digestion in people at risk of developing lactose intolerance as taught by 
Mustapha et al. of using a lactase producing strain of the probiotic Lactobacillus acidophilus by 
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Inventor(s): Fanner, et al. 
Serial No.: 10/581,781 

substituting therefor a strain of B. coagulans (Lactobacillus sporogenes) recognized in the art as 
being a suitable probiotic, resistant to environmental insults in the gastrointestinal tract, as taught 
by Farmer (I) and Farmer (II) as well as an efficient producer of lactase. . .". Office Action at 
page 5. The Examiner concludes that the claimed invention as a whole v^as prima facie obvious 
in view of the cited references. See, Office Action at page 5. 

Applicants disagree. However, in the interest of expediting prosecution of the present 
application, claim 59, from which the remaining claims depend, has been amended to require the 
administration of Bacillus coagulans bacteria selected from the group consisting of GBI-20 
(ATCC Designation Number PTA-6085), GBI-30 (ATCC Designation Number PTA-6086), and 
GBI-40 (ATCC Designation Number PTA-6087). 

To establish a prima facie case of obviousness, three basic criteria must be met. First, 
there must be some suggestion or motivation, either in the references themselves or in the 
knowledge generally available to one of ordinary skill in the art, to modify the reference or to 
combine reference teachings. Second, there must be a reasonable expectation of success. 
Finally, the prior art reference (or references when combined) must teach or suggest all the claim 
limitations. Further, the teaching or suggestion to make the claimed combination and the 
reasonable expectation of success must both be found in the prior art, not in applicant's 
disclosure. In re Vaeck, 947 F.2d 488, 20 USPQ2d 1438 (Fed. Cir. 1991). 

First, Applicants submit that the Examiner has not applied the prima facie case of 
obvious standard as required by MPEP § 2143. Applicants submit that Mustapha does not 
describe or suggest the administration of Bacillus coagulans bacteria selected from the group 
consisting of GBI-20 (ATCC Designation Number PTA-6085), GBI-30 (ATCC Designation 
Number PTA-6086), and GBI-40 (ATCC Designation Number PTA-6087), as required by 
independent claim 59, from which the remaining claims depend. 

Moreover, there was an error in the early nomenclature of Bacillus coagulans, as Bacillus 
coagulans was previously mis-characterized as a Lactobacillus and labeled as Lactobacillus 
sporogenes. However, initial classification was incorrect because Bacillus coagulans produces 
spores and excretes L(+)-lactic acid through metabolism. These developmental and metabolic 
aspects required that the bacterium be reclassified as a lactic acid Bacillus to properly and more 
accurately reflect its phenotype. In addition, it is not generally appreciated that classic 
Lactobacillus species are imsuitable for colonization of the gut due to their instability in the 
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Inventor(s): Farmer, et al. 
Serial No.: 10/581,781 

harsh {i.e. , acidic) pH environment of the bile, particularly human bile. By contrast, Bacillus 
coagulans is able to survive and colonize the gastrointestinal tract in the bile environment and 
even grown in this low pH range. See, Specification at page 11, lines 4-13. The claimed strain is 
not a Lactobacillus , but a Bacillus - Bacillus coaeulans . Thus, the Examiner's reasons for 
rejecting the claims are based on a false suggestion of similarity between members of the 
Bacillus genus and members of the Lactobacillus genus of bacteria. 

Furthermore, Farmer II reports that Bacillus coagulans has many differences from 
Lactobacillus species, such as the ability to form spores and produce L(+) lactic acid, which is 
completely metabolized into glycogen. By contrast, most Lactobacillus species produce D(-) 
lactic acid, which is metabolized more slowly and can lead to acidosis. See, Farmer II at page 41, 
columns 1-2. Farm-er II also states that Bacillus coagulans survives stomach acids and other 
digestive enzymes and moves through the intestines without loss of viability, while Lactobacillus 
species do not survive well in stomach acids and little if any Lactobacilli survive to colonize the 
intestines. See, Farmer II at page 41, column 2. Thus, Applicants submit that the claimed 
Bacillus coagulans bacteria is significantly different, indeed provides advantages over, 
Lactobacillus species. Therefore, Applicants submit that contrary to the Examiner's contention, 
it would not be obvious to substitute Bacillus coagulans for the Lactobacillus acidophilus of 
Mustapha to arrive at the claimed invention. 

Finally, even among the Lactobacillus genus, not all lactase-producing bacteria reduce 
lactose malabsorption. To the contrary, when examining the ability of a selected few 
Lactobacillus acidophilus strains to reduce lactose malabsorption, Mustapha determined that 
Lactobacillus acidophilus ATCC 4356 did not reduce carbohydrate malabsorption. See, 
Mustapha at Abstract. 

Secondary references, Eisenhardt, Farmer I, Farmer II, and Long do not cure the 
deficiencies of Mustapha, as neither Farmer I, nor Eisenhardt, nor Fanner II, nor Long describe 
or suggest the administration of the specific strains of Bacillus coagulans required by the claims, 
i.e., GBI-20 (ATCC Designation Number PTA-6085), GBI-30 (ATCC Designation Number 
PTA-6086), or GBI-40 (ATCC Designation Number PTA-6087). 

For the foregoing reasons, the claimed methods are non-obvious over the teachings of 
Mustapha, Eisenhardt, Farmer I, Farmer II, and Long either alone or in combination. 
Accordingly, Applicants respectfully request that the rejection of the claims under 35 U.S.C. 
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Inventor(s): Fanner, et al. 
Serial No.: 10/581,781 



§ 103(a) be reconsidered and withdrawn. 

CONCLUSION 

On the basis of the foregoing remarks, Applicants respectfully submit that this paper is 
fully responsive and that the pending claims are in condition for allowance. Such action is 

respectfully requested. If there are any questions regarding these remarks, the Examiner is 
encouraged to contact the undersigned at the telephone number provided below. 



Respectfully submitted, 

Ingrid A. Beattie, Reg. No. 42,306 
Daniel W. Clarke, Reg. No. 63,993 
Attorneys for Applicant 
c/o MINTZ LEVIN 
Tel.: (617)542-6000 
Fax: (617)542-2241 

Dated: July 13, 2009 Customer No. 30623 
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